DEPARTMENT OF HEALTH AND HUMAN SERVI CES

Food and Drug Admi nistration

[ Docket No. 02N-0430]

Lilly Research Labs et al.; Wthdrawal of Approval of 16 New
Drug Applications and 30 Abbrevi ated New Drug Applications
AGENCY: Food and Drug Adm ni stration, HHS.

ACTI ON:  Noti ce.

SUMMARY: The Food and Drug Adm nistration (FDA) is

wi t hdrawi ng approval of 16 new drug applications (NDAs) and 30
abbrevi ated new drug applications (ANDAs). The hol ders of the
applications notified the agency in witing that the drug
products were no | onger marketed and requested that the
approval of the applications be w thdrawn.

DATES: Effective [insert date 30 days after date of

publication in the FEDERAL REG STER].

FOR FURTHER | NFORMATI ON CONTACT:
Fl orine P. Purdie,
Center for Drug Evaluation and Research (HFD- 7),
Food and Drug Admi nistration,
5600 Fi shers Lane,
Rockville, NMD 20857,
301-594-2041.
SUPPLEMENTARY | NFORMATI ON:  The hol ders of the applications

listed in the table in this document have i nfornmed FDA that



t hese drug products are no | onger

t hat

FDA wi t hdraw appr oval

2

of the applications.

mar ket ed and have requested

The

appl i cants have al so, by their requests, waived their
opportunity for a hearing.
Applicatio Dr ug Appl i cant
n No.
NDA 3-188 Eprolin (vitamn Lilly Research
E) Capsul es. Labor at ori es, Lilly
Cor porate Center,
| ndi anapolis, I N 46285.
NDA 8- 317 ACTH | nj ection Ki ng Phar maceuti cal s,
(corticotropin for Inc., 501 Fifth St.,
i njection USP). Bristol, TN 37620.
NDA 8-682 Thytropar (thyrotropin | Aventis Pharmaceutical s,
for injection). Inc., 399 Interpace
Pkwy., P.O. Box 663,
Par si ppany, NJ 07054.
NDA 9- 766 Meticorten Schering Corp.
(predni sone) 2000 Gl l oping Hil
Tabl et s. Rd., Kenilworth, NJ
07033.
NDA 12-034 |[Permtil (fluphenazine | Do.
hydr ochl oride (HCl))
Tabl et s.
NDA 14-394'| Xyl ocai ne (lidocaine), |AstraZeneca, L.P., 725
10% Oral Spray. Chest er brook BI vd.
Wayne, PA 19087-5677.
NDA 15-874 | Al upent Boehri nger I ngel heim
(et apr ot er enol Phar maceutical s, Inc.
sul fate USP) Tablets, 900 Ri dgebury Rd., P.O
10 mlIligranms (nmg) Box 368, Ridgefield, CT
and 20 ny. 06877.
NDA 17-056 | Follutein (chorionic Bristol - Myers Squi bb
gonadotropin for Phar maceuti cal Research

I nj ecti on USP)

Institute, P.O. Box




Applicatio Dr ug Appl i cant
n No.
I njection. 4000, Princeton, NJ
08543- 4000.
NDA 17-316 | Sodium | odide 1-131 Cl' S Bi oi ndustri es,
Capsul es. c/o CIS-US, Inc.,
101 De Angelo Dr.,
Bedf ord, MA 01730.
NDA 17-571 | Al upent Boehri nger | ngel hei m
(et apr ot er enol Phar maceuticals, Inc.
sul fate) Syrup, 10
ng/5 milliliters
(m).
NDA 17-695 |[Antuitrin-S (chorionic | Parke-Davis, 201 Tabor
gonadot ropi n), 5, 000 Rd., Morris Plains, NJ
units. 07950.
NDA 17-726 | Asellacrin Serono, Inc., 100
(somat r opi n) Longwater Circle,
I njection. Norwel |, MA 02061.
NDA 18-821 | Regl an A. H. Robbins, c/o Weth-
(et ocl oprani de) Ayer st Research,
Syrup. P. O. Box 8299,
Phi | adel phia, PA
19101- 8299.
NDA 19- 368 | Moctanin Et hi t ek Pharmaceutical s
(nonoct anoi n). Co., 3 Court of
Overl ook Bl uff,
Nort hbrook, IL 60062.
NDA 20- 200 | Nal buphi ne HC Abbott Laboratori es,
I'njection, 1.5 200 Abbott Park Rd.,
mg/ .. Abbott Park, IL 60064-
3537.
NDA 20-417 | FenPatch (estradiol) Par ke- Davi s, 2800
Transder mal System Pl ymouth Rd., Ann
Arbor, M 48105.
ANDA 60- V-Cillin K (penicillin |[ElIi Lilly and Co., Lilly
004 V pot assi um USP) Cor porate Center,




Applicatio Dr ug Appl i cant
n No.
Powder for Oral | ndi anapolis, IN 46285.
Sol ution, 125
ng/ 5 nmL and 250
nmg/ 5 nL.
ANDA 60- Garanycin (gentamcin Schering Corp.
463 sul fate oi nt ment
USP) QO nt nment,
0.1%
ANDA 60- Penicillin G Potassium| Myl an Pharmaceuti cal s,
781 Tabl et s USP. Inc., 781 Chest nut
Ri dge Rd., P.O. Box
4310, Morgantown, W
26504- 4310.
ANDA 61- Penicillin V Potassium| Do.
624 for Oral Sol ution
USP, 125 ng/5 mL
and 250 ng/5 mL.
ANDA 63- Cef adroxi | Capsul es Pur pac Pharmaceutica
017 USP, 500 nyg. Co., 200 El nora Ave.,
El i zabeth, NJ 07207.
ANDA 63- Tombr anmycin Sul fate AstraZeneca, L.P., 1800
119 | njection USP, 10 Concord Pi ke,
mg/ mL. W I m ngton, DE 19803-
8355.
ANDA 63- Am kacin Sul fate Abbott Laboratories.
265 | nj ection USP
ANDA 63- Am kacin Sul fate Do.
266 | nj ection USP
ANDA 63- Monocid (cefonicid for | G axoSm thKline, One
295 injection USP), 1 Franklin Plaza, P.O
gram (g) vials. Box 7929, Phil adel phi a,
PA 19101-7929.
ANDA 70- Propranol ol HCl Lederl e Laboratories,
125 Tabl et s USP, 10 ng. c/o ESI Lederle, P.O
Box 41502, Phil adel phi a,

PA 19101- 7929.




Applicatio Dr ug Appl i cant
n No.
ANDA 70- Propranol ol HC Do.
127 Tabl ets USP, 40 nmg.
ANDA 70- | bupr of en Tabl ets USP, | Do.
629 400 ng.
ANDA 70- | bupr of en Tabl ets USP, | Do.
630 600 nyg.
ANDA 70- Fentanyl Citrate Abbott Laboratori es.
636 I njection USP, 0.05
nmg/ L.
ANDA 70- Fentanyl Citrate Do.
637 I njection USP, 0.05
ng/ m_.
ANDA 71- | buprof en Tabl ets USP, | Lederl e Laboratories.
065 200 nyg.
ANDA 72- Hal operi dol I ntensol Roxane Laboratories, Inc.,
045 Oral Concentrate P. O, Box 16532,
(hal operi dol oral Col unbus, OH 43216.
solution USP), 2
ng/ L.
ANDA 72- Sul f anmet hoxazol e and Do.
768 Trimet hoprim
Tabl et s USP, 400
ng/ 80 ny.
ANDA 73- Loperam de HCl Tabl ets | Abl e Laboratories, Inc., |6
528 USP, 2 ng. Hol | ywood Court, South
Pl ai nfield, NJ 07080-
4295.
ANDA 73- Lactul ose Sol ution Roxane Laboratories.
590 USP, 10 g/ 15 mL.
ANDA 74- | opam dol I njection Abbott Laboratories.
638 USP, 61%
ANDA 74- Rani ti di ne Tabl ets Boehri ng | ngel hei m Corp.
662 USP, 150 mg and 300 c/ o Roxane Laboratories,

ng.

Inc., P.O. Box 16532,




Applicatio Dr ug Appl i cant
n No.
Col unmbus, OH 43216-
6532.
ANDA 75- Ket orol ac Tronmet ham ne | Bedf ord Labs, 300
230 I njection USP, 15 Northfield Rd.,
mg/ mL and 30 ng/nL. Bedf ord, OH 44146.
ANDA 75- M dazol am HCl Do.
249 I njection, 5 ng
(base)/ nL.
ANDA 75- M dazol am HCl Ben Venue Laboratories,
455 I njection 5 ng Inc., 300 Northfield
(base)/ m_. Rd. , Bedf ord, OH 44146.
ANDA 80- Met hyl t est ost er one Eli Lilly and Co.
256 Tabl ets USP, 10 ny
and 25 ny.
ANDA 83- | m pram ne HCl Tabl ets | Roxane Laboratories.
799 USP, 25 nmg and 50
ny.
ANDA 87- Roxi prin Tabl ets Do.
743 (oxycodone and
aspirin tablets
USP) .
ANDA 89- Manni tol Injection AstraZeneca, L.P.
239 USP, 25%
ANDA 89- Manni tol Injection Do.
240 USP, 25%
"Whil e NDA 14-394 was naned in the FEDERAL REG STER
w t hdrawal notice of April 30, 1984 (49 FR 18357), this NDA
was never w thdrawn and remained active until 1999.
Therefore, under section 505(e) of the Federal Food,
Drug, and Cosnetic Act (21 U.S.C. 355(e)) and under authority

del egated to the Director,

Research (21 CFR 5. 82),

approval

Center for

Drug Eval uation and

of the applications listed in




the table in this



8

docunent, and all anmendnments and supplenments thereto, is

hereby wi thdrawn, effective [insert date 30 days after date of

publication in the FEDERAL REG STER].

Dat ed:




